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k 133.710

510(k) Summary of Safety and Effectiveness

This siummary o?'510(k) sa/dly and effeciiveness 11/ilimio is hS/efllg Ali/fhitC(/

inl accordance with the requirements qf'SAjDA, 1990iancI2I UTY M0/. 92.

In trodutction

According to the requirements of' 21 CFR 807.92,. the flollowing inflbrmation provides
sul'ficient detail to understand the basis for a determination of'substantial eqluivaleceC.

Su hmittcr- name, Add ress, and Contact

-i n-Zh i International, hIc.
670 Alnianor Avenue
SunnyIvale, CA 94085
Phone: (408) 732-3856
Fax: (408) 732-3849
e-mail: bclin(Dilin-zhi.com

Conitact: Bernice Lini. Ph.D.
VlI Operations

Submission Date

February 2 I, 2014

Multi-calibrator Set A, B, and C Device Name and Classification

Multi-calibrator Set A:

Classification Natme: IDrug Mixtnre Calibrator Materials
Class 11, DKB (91 Toxicology),,
21 CFR-I862.3)200

Common Name: Benzoylecgonine, Methamnphetamine. M'ethadone. and 6-

acetylmtorphine Calibrators

Proprietary Name: LZI Multiple Analyte Set A D~rugs of Abuise Calibrators

Classification Name: Drug& Mixture Control Materials
Class 1, DIF (91 Toxicology).
21 CFR 862.3280

Common Name: lBenzovlecgonine, Methaniphetamie Methadone, anld 6-
acetvlmorphine Controls

Proprietary Name: LZI Multiple Analyte Set A DI&uS of AbuIse Controls
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Mlulti-calibrator Set B:

Classification Name: DrUtz Mixture Calibrator Materials
Class 11, DK13 (91 Toxicology),
21 CFR862.3200

Common Namne: MI)MA, Morphine, Oxazepam, and Secobarbital Calibrators

lproprietary Name: 121 Multiple Analyte Set B Drugs of AbuIse Calibrators

Classification Name: Drug M ixt rc Control Materials
Class 1, DIE (91 Toxicology),
21 CFR 862.3280

Common Namne: MDMA, Morphine, Oxazepam, and Secobarbital Controls

Prop rietary Name: LZI Mu~ltiple Analyte Set B Drugs of Abuse Controls

iMulti-caIi brator Set C:

Classification Name: DruLg Mixture Calibrator Materials
Class 11, DKB (91 Toxicology),
21 CFR862.3200

Common Namne: Benzoylecgonine. Methamphectamnine. Methadone, Morphine,
Oxazepam, and Secobarbital Calibrators

Proprietary' Name: - Il Multiple Analyte Set C D~rugs of Abuse Calibrators

Classification Name: Drug- Mixture Control Materials
Class 1. DIE (91 Toxicology),
21 CE-R 862.3280

Common Name: Benzoylecgonine, Metharnpletamine, Methadone, Morphine.
Oxazepamn, and Secobarbital Controls

Proprietary Namne: LZI Multiple Analyte Set C Drug's of Abuse Controls

Previous Submission Information

There were no prior submissions for this kubict device (k 133710).
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Legally Marketed Predicate Device(s)

The LZI Multiple Analyte Set A. B, and C Drugs of' Abuse Calibrators and Controls
(k 133)710) arc substantially equivalent to the Multiple Analvte Drugs of' Abuse Calibrators
and Controls (k051088) mnanulactured by Lin-Zhi International. Inc. The 121 Multiple
Analvte Set A. 13, anid C Drugs of Abuse Calibrators and Controls are identical or similar to
its predicate in terms of' intended use, method principle, device components. and clinical
per-formiance.

Device IDescription

All of the LIl Multiple Analyte Set A, B, and C Drugs of AbuIse Cal ibrators and Controls are
liquid anid ready to use. These Calibrators anid Controls do not have any especially unique
technical characteristics. Each contains a known concentration of>a specific (rug analvte as a
mixture.

The Negative DA U Calibrator is a processed, drug- flee human uinne m1atrix in human Urn e
with sod iurn azide (0.09%) as preserv'ativ\e. The Low. Cutoff' Intermedliate, and H-ig
Calibrators, as wvell as the 2 levels of Controls are prepared by spiking known concentrations
of' drug analyte into the Negative DAU Calibrator mnatrix. These Ilive calibrators and two
controls are sold as individual bottles. Thle various concentrations of each drug analvte ini
their corresponding calibrators and controls are summarized as fol1lows:

Table 1: LuI Multiple Analyte Set A Calibrators anid Controls:

Umw Cutoff ] Intermiediate I I hgh Control Control
Calilbrator Calibrator JCalibrator Calibrator __Level I Level 2

MIaterialI na/an L na/rnL nirnL n2r LLml nua11 2/n . a/nL
Benzovlccgonine 75 150 300 1000 112.5 187.5

d-Metharnphetamine 250 500 750 1000 375 625
Methadone 150 300 600 1000 225 375

6-AM 5 10 20 40 7.5L 12.5
5"j' Calibrator is the Negative Calibrcaor

Table 2: LZI Multiple Analyte Set B Calibrators and Controls:

L~OW Cutoff Interniediate 11ig1 Conrol Control
______________________Calibrator Calibrator Calibrator Calibrator Level I Level 2

NIateic al a elmL /rL na a/n I. 2/rnL m I.. n ,r L a /rnL

MVDMIA 250 500 750 1000 375 625

* Morphine 1000 2000 4000 6000 1500 2500

Oxazeparn 100 200 500 1000 50N 250

Secobarbital 1 100 1 200 500 1000 I50 250
Yh5 Calibrator is i/ic Negative Ca/ibrator
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'[able 3: LZI Multi pie Analyic Set C Calibrators and( Controls:

Lw cutoff lnlvrmediilc i gh Control Control
SCalIiIbrato r Cali bra to r Cali brat or Ca libirato r _ Level I Level 2

Material mng/mL ng/niL ngrn 1. a/n1IL __ na/mi lig/miL

Benzovlecgocnine 75 150 300 1000 112.5 187.5
d-Mcthamplietaineti 250 500 750 1000 375 625

Methadone 150 300 600 1000 225 375
Morphine 1000 2000 4000 6000 1500 2500

Oxazepain 100 200 500 1000 150 250
Secobarbital 100 200 500 1000 150 250

5" Calibrator is the A'egative Calibi-ator
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Intended Use

Device Name: LZI Multiple Analyte Set A, B. and C Urine 1)rugs of Abuse Calibrators

The LZI Multiple Analyte Set A, B, and C Urine Drugs of Abuse Calibrators are intended for
in vitro diagnostic use flor the calibration of assays for the anal vtes currentlyv listed in the
package insert: Bcnizovleegonine. MethamphectaineTi, Methadone.
6-acetyltnorphine, IDMIA. Morphine. Oxazepam, and Secobarbital. The calibrators are
designed for prescril)6ion Use with homogeneous enzyme imnoassIIaS"vs On automated
clinical chemiistry analyzers.

Device Name: LZI Multiple Analyte Set A, B, and C Urine Drugs of AbuIse Controls

T'he LZ7- Multiple Analyte Set A, B. and C Urine Drugs of AbuIse Controls are intended for in
vitro diagnostic use to monitor the perlformance ol'assays for the analytes currently listed in
the package insert: Benzox'lecgonine. Methamphietamine. IMethadone. 6-acetvlinorphinc.
MIDMA, Morphine, Oxazepam, and Secobarbital. The controls are designed for prescr iption
use with homogeneous enzyme immunoaMssaVs Onl automated clinical chemistry analyzers.
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IPcrformnance Cha racteristics Sum mary:

Multiple Analyte Sets A,I3, and C Drugs of Abuse Calibrators and Contr-ols
Stability:
Based onl thle largest %A change for any individual concentration or % change iii Total Separation
(versus Day 0 measurements) at Cold (2-8 'C), Room Temperature, and Accelerated (30 TC)
Tremperature studies, the LZI Multiple Analyte Set A, 13. and C Drugs of' Abuse Calibrators and
Controls did not vatry greater than ± 10%. In Set A, the only analyte lor which this diflbred
was the 6- acetvlmnorphine (6AM) Calibrator and Control. In Set B and C. thle only analvie
f'or which this differed was the Benzcdiazepine (Oxazepami) Calibrator and Control. All
calibrators and controls held steady, when stored at 2 0C to 8 TC (refrigerated) Up to Day 366 real
time. Based on these data we have capped Our predicted shielf-lif'e to the current cold temperature
real-time study for the 121 Multiple Analyre Sets A, B, and C Drugs of' A~buse Calibrators and
Controls to at least 1 2 months.

Traceability and Value Assignment:
The starting materials for the calibrators and controls were commnerc ial ly available standard stock
solutions in methanol. The standard solution was found to be 99% in purity, analyzed by GU/NS.
Secondary Stock- Solutions Nv'ere prepared using nega' tive urfi te calibratori matrix and the
concentrations Were verified gravinietrically using balances calibrated with NIST traceable
weighlts. The secondary stock Solutions were then spiked into the negative urine calibrator matrix
to the desired concentration and verified by GCUMS to be within -± 100% of' thle target
concen trat ion.

Summary:
The i ntbrmation provided in this pr--market notification demonstrates t hat the LZI I tilt iple
Analyte Sets A, B, and C Drugs of Abuse Calibrators and Controls are substantially equivalent to
the legally marketed predicate device for its general intended use. Substantial equLivalenlce wvas
demonstrated through comparison of' intended use and physical properties to thle commerci all)'
available predicate device as confirmed by gas chromatography/mass specrometrv (GC/MS). an
independent analytical mnethod. The in f'ormiation Supplied in this pre-miarket notification pro\vides
reasonable assurance that the The LZI Multiple Analyte Sets A. 13, and C Drugs of' Abuse
Calibrators and Controls are safe and efltetive for its stated intended use.
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L IN-ZI Ii INTERNATIONAL, INC. FebruLary 21. 20 14
BERNICE3 LIN. PH-.D.
VPOPERATIONS

670 ALMANOR AVE
SIJNNYVA.F1CA 94085

Re: K 133710
linde/Dc vice Nine: Li n-Lb i NI ilt ipIc An Ivie Set A. 1B anmI C Un iiicivgi s of Abhuse

Carlibrators
Lin-Zhi Multiple Analvie Set A, 13 and C Urine I'LuuS of Abuse
Controls

Regulton Number 21 CFR 862.3200
RegulIation Na mne: Clinia lI toxeicoogy calbl bm
Regulatory Class: I I
Product Coude: 1)1<13 DiF
Dated: December 2. 20 13
Received: D~eceimber 4. 2013

Dear Dr. Lin:

We have reviewed y'our Sect ion 5$1 0(k) preniarket noliheat ion of inlit to market tile device
releIrenec above ai id have determined thle device is Su bsta ntilly) equtriva lent Ouin he inad ieationis

f'or tise sunled ini thle eniclIosurec) to legally inariketed Ipred icate dev~'ices inarketed in intecrsltatIc
commerce prio to Miay' 28, I1976. the ci m la net cime or the Mecl e cvice A melineat s. or 10

tdevices that hiav hc een ieclas si fled ini accordance Wvit (Ilte pro is ins ofth li Fderal Food. D)1.11 .
anad Cosmetic Act (Act) that l do not req Ii in approval of a lWremaike I a ppmovalI applieat ion (P Ni A).
You inay. tlhere fore. mnnarket thle device, subje ict to the general cornos pmawisioiis of the Act. Trhe
general controls provisions of the Act include reuieens -o annual registrnatioim. listing of
dcevices. good ma n fue ur'iii practice. I a be inig andi pro lhifi ims aga inist ini slrantli hg aid
aduliiteration. P lease note: CDR i-I does iot evaluate iii Ibi iiat ion reIa ted to coiitract Ii ab ilitv
warrlanties. We~ remind pou. ho~vcer. that device labeling mitii he tutlilut and mot nisleachiri.

if yor device is elassi fled (see above ) t either class HI (Special ControlIs) or c lass Ill (I"M'
ILin my be Subject to acdditil I cmiiiit s. Fx 1st ing inor reguii ains a alecliig your indevice. can be
founud in lie Code ol' Federa I Regum In s. lit1Ic 211 . Pars 800 to 898. In aWdciti on. m: , nayv
publh I l u t icr annomceie w ctsemiceriin ur deoti in W ltle Fetlc inn Reg isten.

Please be adVised that FDA's issuance of a susantil eqoivalence dCrO-iiiatidoles riot i11icanI
that FDA has iiade a detrnniiitiouiHtat your device comiiilis with other requireinens of the Act
or any Fed eral I sa ites aid regulIat ioiis adin iisteredi by othe ir FedermalI agecices. Youi tiust

coii)I\ with all the ,\ets rCqLiirnieits iNclding. bt not limited to incistratomi arid listing (21
CU-R P art 807): IlabelIinrg (2 I C FR Parts 80 I and 8S9) med ical device report inig (reportinrg of'
medical dlevice-related adverse evens) (21 CER 803): good mann hetUrilig Practice rCqtli-ireiieritS
as set fortmI in tWe quh LIaltv vtcis (QS5) regulIati on (21I C FR Part 820): aid if a pp i cab he. time



Pace 2-Ivs Lin

clecironic product radi at ion con t rolI prov is ions (Sect it)ns 5311-5-12 ci' the Act1): 2 1 (lTR 1(000-
1050.

I I' you desire specilic advice taor )'Ottr devic o our Ola :beIi IgI reutilotiocs (2 1 C IZ Parts SI andIL
809). please contact the Division Ol'i Mill ManlUihctUrrs. II nwrnIni0iilI atIci Con1siiiwr'
Assistance at its toll-frece numiber (SOO) 638 204 1 or (301f) 796-7100 or at its Internet aidlress

http//wvw~da~ov/cdial ~cvecslteouresfb~oul ntisrv/c Io Iuhiin.Also. IiICZISC 110W

the regulation enititled. "Nli shrand in g b vye reernce to precmarket coti licaijnn (21 CUlt IPart
807.97). For questiotns regarding tile reporting of' ad(verse events tinder tile MDRI IIt reculation t2l
CI7R Part 803). please go to
h [In :/Avwwt. Id!a. eov/M cdi Calci e\ics/Sal fet v/It e no al rob I r/dc Cio It. hI Inl ifor tile C l)KRlVs 0 li]ce
of S a neil dncc and Fioici rics/L)iv is ion oh'lI ostma rket S rye ilI ancc.

YOU may obtain 01tler' gel era I inftormation on your respo nsi bilit ies tirlder the Act [fromn le
Division of Smiall Manulf'acttirers. Internaiocal and ConIsumer Assistance :11 its loll-freeC nuinbn[
(800) 638-204 1 or (301)1796-7100 or at its Internet address
lit:/v . Ilkla.,uov/M cea I Dev ices/Itesolurces for Y Ou/ l Ithtst rvhlc 1 111 It. IlitmI .

Si nce l otii s.

Ruth A. Chesler -S
Cr

Courtycev 1I. I ias. lI.)
D~irector"

Dvisionc oF Cheinist rv and I oxi COIObu I )v ics

Office of, Ill Vitro Diaulcostics
and Rzadiolocical I-health

Cecter- 1,o1 Devices and RadiolmicaI HeIalthi

lEce Iosure



510(k) Number (if known)
kI33710

Device Name
Lin-Zhi Multiple Analyte Set A, B, and C Urine Drugs of Abuse Calibrators; Lin-Zhii Multiple Analyte Set A, B, and C Urine Drugs
of Abuse Controls

Indications for Use (Describe)

The Lin-Zhi Multiple Analyte Set A, B, and C Urine Drugs of Abuse Calibrators are intended for in vitro diagnostic use
for the calibration of assays for the analytes currently listed in the package insert: Bcnzoylecgonine, Methaniphetanine,
Methadone, 6-acetylmorphine. MVDMA, Morphine, Oxazepam, and Secobarbital. The calibrators are designed for
prescription use with homogeneous enzyme immunoassays on automated clinical chemistry analyzers.

The Lin-Zhi Multiple Analyte Set A, B, and C Urine Drugs of Abuse Controls are intended for ini vitro diagnostic use to
monitor the performance of assays for the analytes currently listed in the package insert: Bcnzoylecgonine,
Methamphlamine, Methadone, 6-acetylmnorpliine, MDMA, Morphine, Oxazepamn, and Secobarbital. The controls are
designed for prescription use wvith honiogeneous enzyme immunoassays on automated clinical chemistry analyzers.

Type of Use (Select one or both, as applicable)

0Prescription Use (Part 21 CFR 801 Subpart D) I]Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

Avis T. Danishefsky -S
This section applies only to requirements of the Paperwork Reduction Act of 1995.

'DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.'

The burden time for this collection of information Is estimated to average 79 hours per response, including the
lime to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this Information collection, Including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

'An agency may no! conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number."
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